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(57) ABSTRACT 

A carpule and its method of manufacture, the carpule tubular 
body composed of a polypropylene or similar polymer, the 
tubular body being sealed at one end by a seal of a thermo 
plastic Vulcanizate (TPV) or similar polymer, the seal having 
been injection molded in contact with the tubular body prior 
to full curing of the material composing the tubular body, Such 
that a chemical fusion bond is created between the seal and 
the tubular body. 
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PROVIDE MOLD TO DEFINE AN OPEN 
ENDED TUBULAR CARPULE BODY 

CAVITY 

INJECT CARPULE BODY MATERIAL INTO 
MOLD 

ALLOW BODY MATERIAL TO PARTIALLY 
CURE 

RECONFIGURE MOLD TO DEFINE A SEAL 
CAVITY AT ONE END OF CARPULE BODY 

NJECT SEAL MATERIAL INTO SEAL 
CAVITY PRIOR TO TOTAL CURING OF 

BODY MATERIAL 

REMOVE FUSED BODY AND SEAL FROM 
MOLD 
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PLASTC CARPULE AND METHOD OF 
MANUFACTURE 

This application claims the benefit of U.S. Provisional 
Patent Application Ser. No. 60/875,759, filed Dec. 19, 2006, 
the disclosure of which is incorporated by reference herein. 

BACKGROUND OF THE INVENTION 

This invention relates generally to the field of carpules, also 
known as ampoules, which are Small, sealed containers, nor 
mally made of glass, containing a dose of liquid medicine, 
anesthesia or the like and which is to be injected by Syringe 
into a patient. A typical carpule comprises a generally tubular, 
open-ended glass member having a synthetic polymer (e.g., 
silicone) or rubber plunger or piston inserted in one end. The 
opposite end of the tubular glass member is typically pro 
vided with a disc-shaped plug member, also known as a 
stopper, septum, diaphragm or seal, which is also composed 
of rubber or a synthetic polymer (e.g., silicone) and is retained 
on the tube by a crimped metal collar having an open center. 
It is also knownto secure the plug to the tubular member using 
adhesives. To inject the liquid contained in the carpule into the 
patient, the carpule is placed into a syringe apparatus Such 
that the rearward-facing sharpened cannula of an injection 
needle pierces the seal. A ram is then advanced against the 
plunger Such that the liquid is forced from the carpule and out 
through the needle. 

It is an object of this invention to provide a carpule having 
a tubular body that is composed of a polymer rather than 
glass, and to provide a method of manufacturing Such a car 
pule wherein the seal is secured to the tubular body in a novel 
a. 

SUMMARY OF THE INVENTION 

The invention is a carpule comprising a generally tubular 
main body composed of a relatively rigid polymer, such as for 
example a polypropylene. A plunger or piston is retained 
within the tubular body and seals one end of the tubular body 
in a manner that allows the plunger to be advanced within the 
tubular body upon the exertion of external pressure upon the 
plunger, the plunger being composed of resilient polymer, 
such as for example a thermoplastic Vulcanizate (TPV) mate 
rial such as sold under the brand SANTOPRENE TPV, sili 
cone or the like. A seal, plug, stopper, septum or diaphragm is 
disposed on, at or adjacent the end of the tubular body oppo 
site from the plunger end. The seal is also composed of a 
resilient polymer, such as for example a TPV such as SAN 
TOPRENE TPV; silicone or the like, having properties such 
that the sharpened cannula of an injection needle can be 
inserted through the seal to open a passage for flow of liquid 
medicine or the like retained within the tubular body through 
the needle when the plunger is advanced into the tubular body. 
The opening in the seal created by the cannula is preferably 
self-sealing upon removal of the cannula. The seal is secured 
to the tubular body by fused bonding of the seal material to the 
body material. 

To manufacture the carpule a multi-piece mold is provided 
wherein the main mold cavity defines the shape of the tubular 
body. Polypropylene or a material possessing similar desired 
properties is injected into the mold cavity. Prior to the 
polypropylene fully curing, the mold is reconfigured, such as 
by removing the injection cap portion of the mold at the seal 
end of the tubular body replacing it with a second injection 
cap. The second injection cap portion is structured such that a 
seal cavity is created at the seal end of the tubular body, the 
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2 
seal cavity being defined by at least one or more surfaces of 
the polypropylene tubular body. ATPV or a material possess 
ing similar desired properties is then injected into the seal 
cavity, resulting in a portion of the injected seal material being 
in contact with a portion of the partially cured tubular body. 
Both the polypropylene and the seal material are then allowed 
to fully cure, after which the mold is disassembled and the 
combined tubular body and seal is removed. The liquid is then 
loaded into the tubular body and the plunger inserted through 
the open plunger end of the tubular body. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 is a cross-sectional view of a mold prior to injection 
of the polymer. 

FIG. 2 is a cross-sectional view of the mold wherein the 
first injection cap has been replaced by a second injection cap 
after injection of the polymer to form the tubular body, shown 
prior to injection of the seal material to form the seal member. 

FIG. 3 is a cross-sectional view of a carpule formed in the 
mold of FIGS. 1 and 2 showing the seal disposed on the seal 
end of the tubular body and the plunger disposed within the 
tubular body. 

FIG. 4 is a perspective view of the carpule of FIG. 3. 
FIG. 5 is a perspective view of an alternative embodiment 

of the invention, wherein the seal is a cap-like member 
mounted onto the reduced neck of the tubular body. 

FIG. 6 is a cross-sectional view of the carpule of FIG. 5. 
FIG. 7 is a partial cross-sectional view of an alternative 

mold prior to injection of the polymer. 
FIG. 8 is a partial cross-sectional view of the mold of FIG. 

7, wherein the first injection cap has been replaced by a 
second injection cap and the first mold insert member has 
been replaced by a second insert member after injection of the 
polymer to form the tubular body, shown prior to injection of 
the seal material to form the seal member. 

FIG. 9 is a partial cross-sectional view of a carpule formed 
in the mold of FIGS. 7 and 8 showing the seal as having an 
internal anchoring lip. 

FIG. 10 is a flow chart illustrating steps of the manufactur 
ing method. 

DETAILED DESCRIPTION OF THE INVENTION 

With reference to the drawings, the invention will now be 
described in detail with regard to the preferred embodiment 
and the best mode. In general, the invention is a carpule or 
ampoule that is a component of a hypodermic injection sys 
tem for the delivery of liquid medicine, anesthesia or the like, 
the carpule being a generally elongated tubular container that 
is received by a Syringe in a manner whereby a seal disposed 
at one end of the tubular body may be pierced by the sharp 
ened rearward-facing cannula of an injection needle, and 
whereby a plunger disposed within the tubular body can be 
advanced toward the seal to eject any contents from the car 
pule out through the needle. Such systems are well known in 
the art. The invention more particularly comprises a carpule 
wherein the tubular body is composed of a relatively rigid 
polymer, Such as a polypropylene or a like material of similar 
desirable properties, and wherein the seal, composed of a 
resilient polymer, such as a TPV, for example SANTO 
PRENE TPV. silicone or a material of similar desirable prop 
erties, is self-bonded to the tubular body such that a chemical 
bond occurs between the tubular body material and the seal 
material, both materials having been placed into contact with 
the other prior to full curing of either material. The invention 
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further comprises a carpule made by the particular process set 
forth below, and the manufacturing method itself. 

Referring to FIGS. 3 and 4, the carpule 10 is shown as 
comprising a tubular main body 11 open on both ends and 
having a seal end 12 that is closed by seal member 20 and a 
plunger end 13 that provides access to a plunger member 30 
disposed within the bore 14 of the tubular body 11. The 
tubular body 11 is composed of a rigid plastic, which may be 
transparent, translucent or opaque, that is suitable for pro 
cessing by injection molding and is suitable for medical use as 
it will be in contact with medicines, anesthesia and similar 
liquids retained within the carpule 10. Polypropylene and 
polystyrene are examples of suitable thermoplastic polymers, 
and any like material may be utilized provided the material 
forming the tubular body is capable of chemically bonding 
with the non-cured seal material when the tubular body mate 
rial is only partially cured, yet is sufficiently rigid to function 
as part of the mold cavity receiving the injected seal material. 
The tubular body 11 is relatively thin-walled and defines an 
internal bore 14. 
The plunger member 30 is a piston-like member that seals 

off the plunger end 13 of the tubular body 11, but which may 
be advanced within the bore 14 toward the seal member 20 by 
an axially inserted ram device or other means, whereby the 
liquid retained within the carpule 10 will be forced through 
the needle. The plunger member 30 is composed of an elas 
tomeric, thermoplastic polymer, such as for example a sili 
cone, a TPV such as SANTOPRENETPV or similar material 
Suitable for injection molding processing and Suitable for 
medical use. A disc-shaped seal member 20, which may also 
be referred to as a plug, septum, diaphragm or similar termi 
nology, is disposed within or on the open seal end 12 of the 
tubular body 11. The seal member 20 is composed of an 
elastomeric, thermoplastic polymer, such as for example a 
TPV, such as SANTOPRENE TPV or similar material suit 
able for injection molding processing and Suitable for medi 
cal use. The seal member 20 is preferably self-sealing when 
breached. Such that any opening created in the seal member 
20 by a piercing implement closes upon removal of the pierc 
ing implement to retain any liquids remaining within the 
carpule 10. As will be explained in more detail later, the seal 
member 20 is fusion bonded to the tubular body 11 such that 
the seal member 20 is securely retained thereon without the 
need for adhesives, crimped metal collars or the like. The seal 
member 20 is such that a sharpened cannula or piercing 
member of a needle may be forced through the seal member 
20 to create a flow passage such that liquids retained within 
the carpule 10 may be ejected through the needle. 

Referring now to FIGS. 1 and 2, one embodiment of the 
mold system for the manufacturing method using injection 
molding processing techniques is illustrated, the method 
steps being Summarized generally in FIG. 10. A multi-piece 
mold 50 is provided, the mold 50 comprising a main body 51, 
an insert member 52, a first injection cap member 53 and a pin 
member 54 (although the pin member 54 may be formed 
integrally as part of the cap member 53), which in combina 
tion define a body cavity 55 that forms the tubular body 11 of 
the carpule 10. In known manner the polymer material com 
posing the tubular body 11 is injected into the body cavity 55. 
For example, polypropylene is injected at a temperature of 
about 190 to 230 degrees C. When the polypropylene has 
partially cured to a point where structural rigidity sufficient to 
maintain its shape is present in the tubular body 11, the mold 
50 is reconfigured. For example, the first injection cap mem 
ber 53 and the mold main body 51 are separated and a second 
injection cap member 61 is mated with the mold main body 
51, as shown in FIG. 2. The second injection cap member 61 
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4 
is structured such that a seal cavity 63 is defined by the 
combination of partially cured tubular body 11, the insert 
member 52 remaining within the tubular body 11 and the 
second injection cap member 61. It is critical that the seal 
cavity 63 comprise at lease a portion of the partially cured 
tubular body 11, i.e., that a portion of the partially cured 
polymer composing the tubular body 11 be exposed within 
the seal cavity 63. Prior to complete cooling of the polypro 
pylene, preferably when the polypropylene has cooled to no 
less than about 87 degrees C., seal material. Such as for 
example a TPV at a temperature of between about 175 to 230 
degrees C. is injected through injection port 62 into seal 
cavity 63. Because the polypropylene is only partially cured, 
the injected TPV that comes into contact with the polypropy 
lene fuses and self-bonds to the polypropylene as it cures, 
creating a significantly durable chemical bond between the 
TPV seal member 20 and the polypropylene tubular body 11. 
After the polypropylene and TPV have both sufficiently 
cured, the mold 50 is disassembled and the carpule 10 is 
removed. 

Referring now to FIGS. 5 and 6, an alternate embodiment 
for the carpule 10 is illustrated. In this embodiment, the 
tubular body 11 is provided with a reduced neck member 15 
at the seal end 12, such that the seal member 20 is formed 
about the cylindrical exterior of the neck member 15, using a 
suitably designed mold 50. The fusion bond between the TPV 
seal member 20 and the tubular body 11 is further enhanced in 
this design by virtue of the inherent shrinkage that occurs 
when the TPV cures, such that the seal member 20 constricts 
about the neck member 15. 

Referring now to FIGS. 7through 9, still another alterna 
tive embodiment for the invention and methodology is illus 
trated. In this embodiment, the tubular body 11 further com 
prises an internal annular shoulder 16 positioned near the seal 
end 12. The internal annular shoulder 16 is configured such 
that diameter of bore 14 is larger on the side of the internal 
annular shoulder 16 facing away from the seal end 12. The 
tubular body 11 is formed in similar manner as set forth 
above, wherein the mold 50 comprises a main body 51 receiv 
ing a first insert member 52, a first injection cap member 53 
and a pin member 54 (separate or integral with the cap mem 
ber 53), all in combination defining a body cavity 55. After the 
body material has been injected and partially cured to form 
the tubular body 11, the mold 50 is reconfigured, i.e., the first 
insert member 52 is replaced with a second insert member 71, 
this insert member 71 having an end 57 of reduced diameter, 
and the first injection cap member 53 is replaced with a 
second injection cap member 61, Such that a seal cavity 63 is 
now defined, as shown in FIG.8. The seal cavity 63 in this 
embodiment extends into the tubular body 11 a short distance 
past the annular shoulder 16, such that when the seal material 
is injected into the mold 50, a portion of the seal 20 extends 
across the open seal end 12 and a portion of the seal 20 
extends along the interior wall of the tubular member 11 and 
ends in an anchoring lip 21 that is disposed abutting the 
internal annular shoulder 16, as shown in FIG. 9. This 
embodiment increases the amount abutting Surface area 
between the seal member 20 and the tubular body 11, such 
that the chemical fusion bond created once both materials 
fully cure is stronger, and also mechanically secures the seal 
20 to the tubular body 11, the anchoring lip 21 providing 
resistance to any movement in the direction of the seal end 12. 
Likewise, the external annular shoulder 17 provides resis 
tance to movement of the seal 20 in the opposite direction. 

It is understood that equivalents and substitutions for ele 
ments and components set forth above may be obvious to 
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those skilled in the art, and therefore the true scope and 
definition of the invention is to be as set forth in the following 
claims. 

We claim: 
1. A carpule comprising an injection molded, rigid polymer 

tubular body having a seal end, a bore and a plunger end, an 
injection molded, elastomeric seal member joined to said 
tubular body at said seal end by a fused bond, and a plunger 
disposed within said bore; 

wherein said fused bond is a chemical bond resulting from 
contact between said seal member and said tubular body 
when both are only partially cured. 

2. The carpule of claim 1, wherein said seal member is 
internal to said tubular body. 

6 
3. The carpule of claim 1, wherein said seal member is 

external to said tubular body. 
4. The carpule of claim 1, wherein said tubular body com 

prises an internal annular shoulder and the diameter of said 
5 bore is larger on the side of said internal annular shoulder 

facing away from said seal end, and 
wherein said seal member extends from said seal end 

beyond said internal annular shoulder. 
5. The carpule of claim 1, wherein said tubular body is 

10 composed of a polymer chosen from the group of polymers 
consisting of polypropylene and polystyrene, and 

wherein said seal member is composed of a polymer cho 
Sen from the group of polymers consisting of thermo 
plastic Vulcanizates. 
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